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Hitachi Atoka Medical, Ltd. Model: Pi-osound F75 with Expanded Indications.....510(K)

510(k) Summary of Safety and Effectiveness

Prepared in accordance with 21 CFR Part 807.92 JN121

Section a):

1. Submitter's contact name, address. telephone/fax number

Angela Van Arsdale
RAIQA Manager
Hitachi Aloka Medical, Ltd.,
10 Fairfield Boulevard
Wallingford, CT 06492
Tel: (203)269-5088 Ext. 346

*Fax: 203-269-6075

D ate Prepared: 12/10/2012

2. Device Name: Prosound F75 Diagnostic Ultrasound System
90 IYN - Ultrasonic Pulsed Doppler Imaging System 21 CFR 892.1550

*. 90 ITX - Transducer Ultrasonic, Diagnostic 21 CFR 892.1570
90 IYO - Ultrasonic Pulsed Echo Imaging System 21 CER892.1560

3. Substantially Equivalent Devices:
Aloka Prosound F75 Diagnostic Ultrasound Sytem, (K 110207), for sy'stem & probes.
Aloka SSD-5000 V 5.0 Ultrasound System, (K03331 1I),lor expanded indications.
Aloka SSD-5500 V6.0 Diagnostic Ultrasound Sy'stem, (K(032875), for expanded indications.

4. Device Description:
The Prosound F75, formerly named Aloka Prosound F75, Diagnostic Ultrasound System is a
full feature imaging and analysis system. It consist of a mobile console that provides
acquisition, processing and display capability. The user interface includes a computer type
keyboard, specialized controls and a display. Thechanges made to the Prosound F75 are the
expanded indications: Adult/ Pediatric Cardiac- TEE, Neonatal/Pediatric, Cardiac, Intra-
operative Neurosurgery, and Trans-esoph (non-cardiac).

5. Indications for Use:
Thedevice is intended for use by a qualified physician for ultrasound evaluation of Fetal;
Abdominal; Intra-oiperative; Intrat-operative (Neurosurgery'); Pediatric; Small Organ;
Neonatal Cephalic; Trans-rectal; Trans-vaginal;.TEE (non-cardiac); Musculo-skeletal;
Cardiac Adult; Cardiac, Adult -TEE; Cardiac -Neonatal; Cardiac - Pediatric; Cardiac

.... Pediatric, TEE; Peripheral Vascular; and Gynecological applications. The device is not
indicated for Ophthalmic applications.

6. Co mparison w/ Predicate Device:
The Prosound F75 with expanded indications is technically comparable and substantially
equivalent to the current Aloka Prosound F75 (K 110207) and to the above mentioned
predicates. They are Track 3 systems that employ the same fundamental and scientific
technology.



ilitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

510(k) Summary of Safety and Effectiveness
Prepared in accordance with 21 CFR Part 807.92

Section b):
1 . Non-clinical Tests:

No new hazards were identified with the addition of the added Indications. The clinical safety and
effectiveness of the system and transducers have been identified in the previous Aloka Prosound F75
submission (KI 10207), with the above predicates as well as this submission. The clinical safety and
effectiveness of the added indications are well accepted for use with ultrasound systems including the
predicate device, Aloka Prosound F75 (Ki 10207).

The device and its transducers have been evaluated for acoustic output, biocompatibility, cleaning &
disinfection effectiveness, electromagnetic compatibility, as well as electrical and mechanical safety,
and have been found to conform with applicable medical device safety standards.

2. Clinical Tests: None Required.

3 Conclusion:

The Hitachi-Aloka Medical, Ltd.'s Prosound F75 with expanded indications is substantially
equivalent in safety and effectiveness to the predicates identified above;

* The predicate device(s) and the Prosound F75 with expanded indications are indicated for
diagnostic ultrasound imaging and fluid flow analysis,

* The predicate device(s) and the Prosound F75 with expanded indications have the same
gray scale and Doppler capabilities,

* The predicate device(s) and the Prosound F75 with expanded indications use essentially
the same technologies for imaging, Doppler functions and signal processing,

* The predicate device(s) and the Prosound F75 with expanded indications have acoustic
output levels below the Track 3 FDA limits,

* The predicate device(s) and the Prosound F75 with expanded indications are
manufactured under equivalent quality and manufacturing systems,

* The predicate device(s) and the Prosound F75 with expanded indications are
manufactured of materials equivalent bio safety. The materials have been evaluated and
found to be safe for this application,

* The predicate device(s) and the Prosound F75 with expanded indications are designed and
manufactured to the same electrical and physical safety standards.

Note: The Hitachi-A la/ca Medical, Ltd. Ultra-Sound System naming convention for this device can be
identified as Aloka Prosound F75 or Prosound F75; both trade names reference the same device.
The trade name, Aloka Prosound F75, listed within Xl 10207 was modified to Prosound F75 prior to
this premarket S10(K) submission and may be identifled as "Prosound F75, formerly named Ato/ca
Prosound F75 " within the text of this submission. All the device instruction and operator manuals,
advertisement and promotional materials, and labeling will identify the device as Prosound F75.
The naming convention change is simply a marketing decision and not indicative of a separate device
or any design modijfications other than the modifications described with the body of this submission.

3.7



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

mc! Food and Drug Administration
10903 New Hampshire Avenue
Document control Center - W066-6609
Silver Spring, MD 20993-002

January 18, 2013
Hitachi Aloka Medical, Ltd.
c/o Ms. Angela Van Arsdale
RA/QA Manager
10 Fairfield Blvd.
WALLINGFORD CT 06492

Re: K123828
Trade/Device Name: Prosound F75
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, ITX, and IYO
Dated: December 10, 2012
Received: December 12, 2012

Dear Ms. Arsdale:

We have reviewed your Section 5 1 0(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDR- does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

This determination of substantial equivalence applies to the Prosound F75 and the following
transducers intended for use with the Prosound P75 Ultrasonic pulsed Doppler Imaging System,
as described in your premarket notification:

Transducer Model Number
UST-567 UST-5293-5 UST-9130 UST-52114P

UST-675P UST-541 1 UST-9132 I & T UST-521 19S
UST-677P UST-541 5 UST-91 33 UST-52121 S
UST-678 UST-5417 UST-9135P UST-52124

ASU-1010 UST-5419 UST-91461I& T GF-UE16OAL5
ASU-1012 UST-5713T UST-9147 GF-UCT180
ASU-1 013 UST-91 15-5 UST-521 05 BF-UC1 80F

UST-2265-2 UST-9118 UST-521 I0O TGF-UC180
UST-2266-5 UST-9 120 UST-52 120S



Page 2-Ms. Arsdale

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CER Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to htti)//www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucm 15809.htm for
the Center for Devices and Radiological Health's (CDRI-'s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (21lCFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReuortaProblem/idefaulthtm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638 2041 or (301) 796-7100 or at its Internet address
http://www.fda. gov/MedicalDevices/ResourcesforYou/Industry/defaulthtm.

Sincerely yours,

Sean M. Boyd -S for
Janine Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure



Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

Indications for Use

510O(K) Number (if known):
Device Name: Prosound F75

Indications For Use:
The device is intended for use by a qualified physician for ultrasound
evaluation of Fetal; Abdominal; Intra-operative; Intra-operative
(Neurosurgery); Pediatric; Small Organ; Neonatal Cephalic; Trans-rectal;
Trans-vaginal; TEE (non-cardiac); Musculo-skeletal; Cardiac Adult;
Cardiac, Adult -TEE; Cardiac - Neonatal; Cardiac - Pediatric; Cardiac
Pediatric, TEE; Peripheral Vascular; and Gynecological applications&
The device is not indicated for Ophthalmic applications.

Prescription Use "4AND/OR Over-The Counter Use___
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRI-, Office of Device Evaluation

Sean M. Boyd -S

OMelo of Radilcal~ Health

Page 1 of I
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications -510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Clinical Application Mode of Operation

(Tnrakl Specific B M CD Color Combined Other
Only)k (Tracks I & 3) B W VD Doppler (peiy (Specify)
Ophthalmic Ophthalmic ________________

Fetal P P P _ __ P NotelI
Abdominal P P P ____ P NotelI
Intrat-operative (Specif5')* P P P ____ P Note I
Intra-operative (Neurosurgery) N N N _____ N Note I
Laparoscopic
Pediatric N N I N N

FtlSmall Organ (Specify)* P P .P N P Note 1,2

Imaging & Neonatal Cephalic P P P P Note I
Other Adult Cephalic ____

Trans-rectal P P P P Note I
Trans-vaginal P P P P Note I
TEE (non cardiac) N N N N Note I
Musculo-skeletal (Convent.) P P P P Note I
Musculo-skeletal (Superficial)
Intravascular

__________ Intra-luminal

Cardiac, Adult P P P P P Note 1, 2
Cardiac Adult, TEE N N N N N Note 1, 2
Cardiac- Neonatal N N N N N Note 1, 2

Cardiac Cardiac- Pediatric N N N N N Note1, 2
Cardiac Pediatric, TEE N N N N N Note 1, 2
Intravascular (Cardiac)

____________ Other_(Specify) ____ ____ ____________ _____

Peripheral Peripheral Vascular P P P N P Note 1,2
Vessel Other: Gynecological P P P P Note I

N = new indication; P= previously cleared by FDA-(KI 10207); E=added under Appendix E
Combination of each operating mode includes: Note 1: BIM, B/PWD, MICD, B/CDIPWD Note 2: BICWD, B/CD/CWrD
Note 3: Specification for "Other' Airways, Tracheobronchial tree, Gastrointestinal Tract and Surrounding Organs
*Applications: Small Parts - (breast, testes, & thyroid ... ), lutes-operative - (liver, pancreas, gall bladder ...)I
Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 80L 109)

Sean Mol~4-4
Dlvsk of Radftolo He81th

0111Ws of In Vitro Dianost and Radltol Haft

51OK6 1523LOE
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Hitachi Atoka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-567

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
__________Clinical Application .Mode of Operation

General Specific B MI PWD CWD Color Combined Other
(Track I Only) (Tracks I & 3) ____ ____ Doppler (Si~cify) (Specify)
Ophthalmic Ophthalmic ____ __________ _____ ____

Fetal
Abdominal
Intra-operative (Specify)
Intra-operative (Neuro)
Laparoscopic
Pediatric

Fetal Imaging Small Organ (Specify)* P P P ____ P See note I
& Other Neonatal Cephalic

Adult Cephalic
Trans-rectal
Trans-vaginall
Trans-urethral
TEE (non-Cardiac)
Musculo-skeletal (Convent.) P P P -P See note I
Musculo-skeletal
(Superficial)
Intravascular
Intra-luminal

Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac- Neonatal
Cardiac Pediatric, TEE
Intravascular (Cardiac) ____ ___

______________ Other_(Specify) _____________________________

Peripheral Peripheral Vascular .P P P____ P See note I
1Vessel Other: Gynecological _________

P- previously cleared by FDA-(KI 10207)
Combination of each operating mode includes: Note 1: B/M, B/PWD, M/CD, B/CD/PWD Note 2: B/C WD, B/CD/CWD
-Applications: Small Parts - (breast, testes, & thyroid ... ), Intrai-operative - (liver, pancreas, gall bladder...)
Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH. Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 801.109)

Sean M. Boyd -S
(Division Sign Ofli

Division of Radiologicel Healt

Office of In Vftro Lfagnostacs anda Radiological Haft
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510O(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-675P

Intended Use: Diagnostic ultrasound laing or fluid flow analysis of the human body as follows:
___________Clinical Application ____ Mode of Operation _____

General Specific B M PWD CWD Color Combined Other
(Track I Only) (Tracks I & 3) ____ ____ Doppler (Specify) (Specify)
0phthalmic Ophthalmic ____ __________ _____ ____

Fetal
Abdominal
Intra-operative (Specify)
Intra-operative fNeuro)
Laparoscopic
Pediatric

Fetal Imaging Small Organ (Specify)
& Other Neonatal Cephalic

Adult Cephalic
Trans-rectal P P P P See note I
Tranis-vaginal P P P ____ P See note I
Trans-urethral
TEE (non-Cardiac)
Musculo-skeletal (Convent.)

Musculo-skeletal
(Superficial)
Intravascular
Intra-luminal

Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE
Intravascular (Cardiac)

_______________ Other (Specify) _________________

Peripheral Periperal Vascular
Vessel Othr Gynecological _________________ ___________

P-- previously cleared by FDA- (K1 10207)
Combination of each operating mode includes: Note 1: B/M, B/PWFD, MICD, BICD/PWD Note 2: B/CWD, B/CD/CWD

Other: (PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRI-, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 80 1. 109)

Sean M. Boyd -S
Ovon Sign Off)

DMvb, of Radwoigic Halth

Ortino in Vftn DW911osnc and Rlaaoogcs"
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Hitachi Atoka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-677P

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
___________Clinical Application Mode of Operation

General Specific B M PWD CV.D Color Combined Other
(Track I Only) (Tracks I & 3) ________ oppler (specify) (Specify)
Ophthalmic Ophthalmic ____ __________ _____ ____

Fetal
Abdominal
Intra-operative (Specify)
Intra-operative (Neuro)
Laparoscopic
Pediatric

Fetal Imaging Small Organ (Specify)
& Other Neonatal Cephalic

Adult Cephalic
Trans-rectal E E E E
Trans-vaginal
Trans-urethral
TEE (non-Cardiac) ___

Musculo-skeletal (Convent.)
Musculo-skeletal
(Superficial) ____

Intravascular
Intra-luminal
Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE
Intravascular_(Cardiac) ____

______________ Other_(Specify) ____________________________

Peripheral Peripheral Vascular
Vessel Other: Gynecological ____ ____ ______ ______ _____

E=added under Appendix E
Combination of each operating mode includes: Note 1: BIM, B/PWD, NI/CD, B/CD/PWD Note 2: B/CWD, B/CD/CWD
Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801. 109)

Of visimof a Radologics Mean

Oru v in Vlt Diagnostics and Radkolog IcaMNM

,0(K) A z L
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Hitachi Atoka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-678

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
__________Clinical Application _________Mode of Operation __________

General Specific B M PWD CWD Color Combined Other
(Track I Only) (Tracks I & 3) ____ ___________ Doppler (Specify) (Specify)

Ophthalmic Ophthalmic ____ ___ __________ _____ ____

Fetal
Abdominal
Intrat-operative (Specify)
Intra-operative (Neuro)
Laparoscopic
Pediatric

Fetal Imaging Small Organ (Specie') ___

& Other Neonatal Cephalic ___

Adult Cephalic
Trans-rectal E E E E
Trans-vaginal
Trans-urethrall

TEE (non-Cardiac) ____ ___

Musculo-skeletal (Convent.) ____ ___

Musculo-skeletal
(Superficial) ____

Intravascular ____

Intra-luminal
Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac- Neonatal _____

CardiacPediatric,_TEE ____

Intravascular (Cardiac) ____

______________ Other_(Specify) _________ ____ ______ ___________

Peripheral Peihral Vascular ____

Vessel Other: Gynecological _____________________________

E=added under Appendix E
Combination of each operating mode includes: Note 1: BIM, B/PWD, M/CD, BICD/PWD Note 2: B/CWD, B/CD/CWD
Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Sean M. Boyd -S

(Dhision Sign Off)

Division of FldlologlW HealI

.4fce (4iti it.vro) Uiag§los and Andllogal Health I
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: ASU-I010

Intended Use; Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

__________Clinical Application Mode of Operation

General Specific B NI PWD CWD Color Combined Other
(Track I Only) (Tracks I & 3) ____ _______ Doppler (Specify) (Specify)

Ophthalmic Ophthalmic ____ ___ __________ _____

Fetal P P P P Note I

Abdominal P P P P Note I

Intra-operative (Specify')
lntra-operative eNuro)
Laparoscopic
Pediatric

Fetal Imaging Small Organ (Specify) ___

& Other Neonatal Cephalic
Adult Cephalic ___

Trans-rectal
Trans-vaginal _________

Trans-urethral
TEE (non-Cardiac) ____ ___ ____

Musculo-skeletal (Convent.) ____

Musculo-skeletal
(Superficial) _____

Intravascular
Intra-luminal ___________

Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac- Neonatal
Cardiac Pediatric, TEE
Intravascular (Cardiac) ___________

______________ Other (Specify) ____ - - -

Peripheral Peripheral Vascular

Vesse Other: Gynecological P P I P P No-e-

P= previously cleared by FDA- (KI 10207)
Combination of each operating mode includes: Note 1: BIM, B/PWTD, MICD, B/CDIPWD Note 2: RICW/D, BICD/CWD

Other: (PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDE))
Concurrence of CDRHI, Officeoof Device Evaluation (ODE)

Prescription Use (Per 2l CFR 801.109)

Sean M.* Boyd -S
(Divislin in C"t

Division of Ralllicaj Healt

Office ot in Vilru Diagnostics andI Rallologil Healt
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: ASU-1012

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application _____________ Mode of Operation

General Specific B M PWD CWD Color Combined Other
(Track 1 Only) (Tracks 1 & 3) ____ ___ Doppler (Specify) (Specify

Ophthalmic Ophthalmic ____ __________ _____ ____

Fetal E E E ___ _____

Abdominal
Intra-operative (Specify) ____ ___ _________

Intra-operative (Neuro) _________

Laparoscopic
Pediatric ____ ___

Fetal Imaging Small Organ (Specify) ___ ___ ___ ____

& Other Neonatal Cephalic ____ ___ ___ __________

Adult Cephalic ___________ ____

Trans-rectal
Trans-vaginal E E E _____

Trans-urethral ____________________

TEE (non-Cardiac) ____________ ____________

Musculo-skeletal (Convent.) ____________________

Musculo-skeletal
(Superficial)
Intravascular
Intra-lurninal

Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac- Neonatal
Cardiac Pediatric, TEE ____ ___ ____

Intravascular (Cardgiac)
_____________ Other(Sei')____ ___ __________ __________

Peripheral Peripheqral Vascular
Vessel Other: Gynecological B _____________________

Eadded under Appendix E
Combination of each operating mode includes: Note 1: HIM, B/PWID, MICD, BICDIPWD Note 2: B/CWD, BICD(CWD
Other:

(PLEASE DO NOT WRITE BELOW THIS L[NE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRI-, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 801.109)

Sean M. Boyd -S
(DIslon Sign Off)

Division of RAdIolo~al Healt

Off IGO~ 01 Iti Vtro Dlagnoatcs and Railogica Nest
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Hitachi Atoka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND IN4DICATIONS FOR USE FORM

System: Prosound F75
Transducer: ASU-1013

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application ___ Mode of Operation __________

General Specific B M PWD CWD Color Combined Other

(Track I Only) (Tracks I & 3) Doppler (specify) (Specify)

Ophthalmic Ophthalmic- - --

Fetal
Abdominal
Intra-operative (Specify) ____ ______

Intra-operative (Neuro) ____ ______

Laparoscopic ______

Pediatric

Fetal Imaging Small Organ (Specif') E E E ___ ______

& Other Neonatal Cephalic ____________________

Adult Cephalic ____________

Trans-rectal
Trans-vaginal
Trans-urethral
TEE (non-Cardiac) ___

Musculo-skeletal (Convent.)

Musculo- skeletal
(Superficial) ____ ____

Intravascular
Intra-luminal _______________________

Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE
-Intravascular (Cardiac)

______________ Other (Specify) ____ - -

Periperal Peripheral Vascular
Vessel Other: Gynecological ____ - -

E=added under Appendix E
Combination of each operating mode includes: Note 1: HIM, B/PWD, MICD, BICD/PWD Note 2: HICWD, BICDICWD
Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Offic of Device Evaluation (ODE)

Prescription Use (Per 21 CER 801.109)

Sean M. Boyd -S
(Divsin Sign OM~

Divsion 'If Had~ooical HeaM

Office at in vrtJaf Uiayrstic- and Rafidlolol NeSS,

510(k)
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510O(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-2265-2

Intended Use: Diagnostic ultrasound imnaging or fluid flow analysis of the human body as follows:

___________Clinical Application ____ Mode of Operation ______

General Specific B M PWD CWD Color Combined Other
(Track I Only) (Tracks I & 3) _____ _________ Doppler (Specify) (Specify
Ophthalmic Ophthalmic ____ ____

Fetal
Abdominal ____

Intra-operative (Specify)
Intra-operative (Neuro)
Laparoscopic
Pediatric

Fetal Imaging Small Organ (Specify)
& Other Neonatal Cephalic

Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
TEE (non-Cardiac) ____

Musculo-skeletal (Convent.) ____ ____________ _____

Musculo-skeletal
(Superficial) ____ _____ _____

Intravascular
Intra-huminal _______________ _____

Cardiac Adult _ __ P __________ ____

Cardiac Adult, TEE ___ ______

Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE ____

Intravascular_(Cardiac) ____

______________ Other (Specify) _________ ____ ______ ___________

Peripheral Peripheral Vascular _________ ____ ______

Vessel Other :Gynecological ____ ____ ____________ _____

N =new indication; P= previously cleared by FDA- (1(10207)
Combination of each operating mode includes: Note 1: B/M, E/PWD, MICD, B/CD/PWD Note 2: B/CWD, B/CD/CWD
Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORN, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 801.109

Sean M. Boyd -
(DhslonfSin ffI

Dim"sio ol Hadnhoglel Hleat

Officeoat in Vttro Lnagrnostlct and fadiObgicBIHOMb
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Hitachi Atoka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-2266-5

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation
General Specific B M PWD CWD Color Combined Other
(Track I (Tracks I & 3) Doppler (Specify) (Specify)

Ophthalmic Ophthalmic ________________

Fetal
Abdominal
Intra-operative (Specify)
Intra-operative (Neuro)

Laparoscopic
Pediatric

Fetal Imaging Small Organ (Specify')
& Other Neonatal Cephalic

Adult Cephalic
-Trans-rectal
Trans-vaginal
Trans-urethral
TEE (non-Cardiac)
Musculo-skeletal (Convent.)

Musculo-skeletal (Superficial)
Intravascular
Intra-luminal ___________

Cardiac Adult p
Cardiac Adult, TEE

Cardiac Cardiac- Neonatal ____ ___

Cardiac Pediatric, TEE ____

Intravascular (Cardiac) _____

_____________ Other_(Specify) __________________

Peripheral Peripheral Vascular____ P __________

Vessel Other :Gynecological _______________________

P= previously cleared by FDA- (1(1 0207)
Combination of each operating mode includes: Note I: RIM, B/PWD, MICD, BICDIPWD Note 2: R/CWD, BICD/CWD
Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 ICFR8 .II
SenM Boyd1-S

(Division Sgn Off)

Division ot Racidlogi HeS'J,

Office of in vitro Diagnostics and R'ajiOlrrna I*
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Hitachi Atoka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUNiD INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-5293-5

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application _________ Mode of Operation ______

General Specific B M PWD CWD Color Combined Oter
(Track I Only) (Tracks I & 3) _____ _________ Doppler (Seify) (Specify)

Ophthalmic Ophthalmic ____

Abdominal

Int-a-operative (Specify) ____ _____________________

lntra-o perative (euro)

Laparoscopic
Pediatric

Fetal Imaging Small Organ (Specify') ___

& Other Neonatal Cephalic _____________________

Adult Cephalic
Trans-rectal

Trans-vaginal ____ ___ ____

Trans-urethral
TEE (non-Cardiac) ___ ___ ______

Musculo-skeletal (Convent.)

Musculo-skeletal
(Superficial)
Intravascular
Intra-luminal ____________ ______

Cardiac Adult P P P P P Note 1, 2 ____

Cardiac Adult, TEE N N N N N Note 1, 2 _ __

Cardiac Cardiac- Neonatal
Cardiac Pediatric, TEE I
Intravascular (Cardiac) _________ ________________

_______________ Other_(Specify) ____ ______ ______ _____

Peripheral Peripheral Vascular
Vessel, Other: Gynecological ____ - - -

N = new indication; P = previously cleared by FDA -(1(110207)
Combination of each operating mode includes: Note I: RIM, BIPWD, MICD, RICDIPWVD Note 2: BICWD, BICD/CWD

Other: (PLEASE DO NOT WRITE BELOW THIS LINE- CONTINTUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH-, Office of Device Evaluation (ODE)

Prescrption Use (Per 21 CFR 801.10)

San M. Boyd -5
(Dvision Sgn Ofo

DiIOD of Fladlolgc l-egjtJ
Oflice ol in VitmL Ulagnjosts and RaiUcs Health
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-5411I

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
__________Clinical Application _________Mode of Operation __________

General Specific B M PWD CWD Color Combined Other
(Track 1 Only) (Tracks I & 3) ____ ____ Doppler (Specify) (Speify
0phthalmic Ophthalmic ____ __________ _____ ____

Fetal
Abdominal
Intra-operative (Specify)
Intra-operative (Neuro)
Laparoscopic
Pediatric

Fetal Imaging Small Organ (Specify)* P P P P Note I
& Other Neonatal Cephalic

Adult Cephalic
Trans-rectal
Tranes-vaginal
Trarts-urethral
TEE (non-Cardiac)
Musculo-skeletal (Convent-) P P P _____ P Note I
Musculo-skeletal
(Superficial)
Intravascular
Intra-luminal
Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE
Intravascular (Cardiac)

_______________ Other (Specify) ____ ____ ____________ _____

Peripheral Peripheral Vascular P P P _____ P Note I
Vessel Other :Gynecological ____ _____________

N = new indication; P= previously cleared by FDA- (KI 10207)
Combination of each operating mode includes: Note 1: B/M, B/PWD, MICD, B/CD/PWD Note 2: BICWD, B/CD/CWD
*Applications: Small Parts: (breast, testes, & thyroid..)
Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORE, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Sean M. Boyd -S
(Division Sign off)

Divsin of Rmilolglcg Heah

Ofie at In Vitro DMIgnosJo8 Wnd R&Idologimi eft
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Hitachi Atoka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-5415

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human hody as follows:

Clinical Application Mode of Operation

Genera Specific B M PD CWD Color Combined Other

(Track I Only) (Tracks I & 3) ____ Doppler (Specify) (Specify)

Ophthalmic Ophthalmic- - -

Fetal
Abdominal
Intra-operative (Specify)

Intra-operative (Neuro) __________

Laparoscopic ___

Pediatric

Fetal Imaging Small Organ (Specify)'*. P P ______ PNote =

& Other Neonatal Cephalic ________ ____

Adult Cephalic ____ ___ ___

Trans-rectal
Trans-vaginal
Trans-urethrall
TEE (non-Cardiac)

Musculo-skeletal (Convent.) p P P P Note I

Musculo-skeletal
(Superficial) _____

Intravascular

Intra-lurninal ____ __________ _____

Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac- Neonatal
Cardiac Pediatric, TEE
Intravascular (Cardiac) ______

I Other (Specify)- - -

Peripheral Peripheral Vascular P P P ____ P Note I _____

Vessel Other: Gynecological ______

P= previously cleared by FDA- (K1 10207)
Combination of each operating mode includes: Note 1: R/M, EIPWVD, NI/CD, B/CDi/PWD Note 2: B/CWD, EICD/CWD
-Applications: Small Parts -(breast. testes.,& thyroid ... ), Intra-operative -(liver, pancreas, gall bladder...)
Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Presc tion Use (P~rIQ8iCP ,5~

(UMSIon Sign OM~
Divon of Raciolagcs Health

Office of In Vt Dianostics anid Rmftilacs HeaMt
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-5417

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Clinical Application Mode of Operation ____

General Specific B M PWD CWD Color Combined Other
(Track I Only) (Tracks I & 3) ____ ___ Doppler (Specify) (Specify)
Ophthalmic Ophthalmic ____ __________ _____

Fetal
Abdominal
Intra-operative (Specify)
Intra-operative (Neuro)

Laparoscopic
Pediatric

Fetal Imaging Small Organ (Specify)* E E E
& Other Neonatal Cephalic

Adult Cephalic
Trans-rectal
Trants-vaginall
Trants-urethral
TEE (non-Cardiac)
Musculo-skeletal (Convent.)
Musculo-skeletal
(Superficial)
Intravascular
Intra-luminal ____________________

Cardiac Adult
Cardiac Adult, TEE ____

Cardiac Cardiac- Neonatal
Cardiac Pediatric, TEE ______

Intravascular (Cardiac) ____

______________ Other (Specify) __________________

Peripheral Peripheral Vascular E E E ____

Vessel Other: Gynecological ___________________

E=added under Appendix E
Combination of each operating mode includes: Note 1: B/M, B/PWD, M/VCD, B/CD/PWvD Note 2: B/CWD, B/CD/CWD
*Applications: Small Parts - (breast, testes, & thyroid...), Intra-operative - (liver, pancreas, gall bladder...)
Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Sean M. Boyd -S
(DMsin Sign Off)

D$Mon of Radilogica Naft

Off ic of In Vitro Diagnoeflos aid RoogicalHealt
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-5419

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
___________Clinical Application Mode of Operation

General Specific B M PWD CWD Color Combined Other
(Track I Only) (Tracks I & 3) ____ _______ Doppler (Specify) (Sp!eify

Ophthalmic Ophthalmic ____ __________ _____ ____

Fetal
Abdominal E E E
Intrat-operative (Specify) ______ _____ ____

Intra-operative (Neuro)

Laparoscopic
Pediatric

Fetal Imaging Small Organ (Specify)
& Other Neonatal Cephalic

Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
TEE (non-Cardiac)
Musculo-skeletal (Convent.)
Musculo-skeletal
(Superficial)
Intravascular
Intra-luminal _______________ _____

Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac- Neonatal
Cardiac Pediatric, TEE ______

Intravascular (Cardiac)
______________ Other_(Specify) _______________________

Peripheral Peripheral Vascular E E E ____

Vessel Othcr Gynecological _______________________

E--added under Appendix E
Combination of each operating mode includes: Note 1: 13W, B/PWD, lA/CD, B/CD/PWrD Note 2: B/CWD, B/CD/CWD
Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED
Concurrence of CORN, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Sean M. Boyd -S
(Division Sgn OMf

Diviio of Rlalodo ft 

Ofice Of In Vit DuagnosaMc and Ra~dIWo Het
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-5713T

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as foilows:
Clinical Application ____ ________ Mode of Operation

General Specific B M PWD CWD Color Combined Other
(Track I Only) (Tracks I & 3) ____ ____ Doppler (Specify) (Specify)_
Ophthalmic Ophthalmic ____ __________ _____ ____

Fetal
Abdominal
Intra-operative (Specify) E E E
lnts-a-operative (Neuro)
LaparoscopicI
Pediatric

Fetal Imaging Small Organ (Specify')
& Other Neonatal Cephalic

Adult Cephalic
Tranis-rectal
Trans-vaginal ____

Trans-urethral
TEE (non-Cardiac)
Musculo-skeletal (Convent.) ____

Musculo-skeletal
(Superficial)
Intravascular
Intra-lumninal
Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac- Neonatal
Cardiac Pediatric, TEE
Intravascular (Cardiac) ____

_______________ Other_(Specify) ____ ________ ____ ____________ _____

Peripheral Peripheral Vascular
Vessel Other: Gynecological ____ ________ ____ ____________ _____

E=addcd under Appendix E
Combination of each operating mode includes: Note I: ElM, B/PWD, MICO, B/CDIPWD Note 2: B/CWD, BICDICWD
Other:

(PLEASE DO NOT WRITE BELOW THS LfNE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)
Sea M Boyd -S

O4alon of RPit" He
Offlce fIi VittDtagflstjc~aidR~Jobgi"~Hea

5 1 00 4
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-91 15-5

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human hody as follows:
Clinical Application Mode of Operation ______

General Specific B M PWD CWD Color Combined Other
(Track I Only) (Tracks I & 3) ____ ___ Doppler (specify) (Specify
Ophthalmic Ophthalmic ____

Fetal ________________________

Abdominal E E E _________________

Intra-operative (Specify)
Intra-operative (Neuro)

Laparoscopic
Pediatric

Fetal Imaging Small Organ (Specify)
& Other Neonatal Cephalic

Adult Cephalic
Trans-rectal

Trans-vaginal
Trans-urethral
TEE (non-Cardiac)
Musculo-skeletal (Convent.)
Musculo-skeletal
(Superficial)
Intravascular
Intra-luminal _________ ______ ___________

Cardiac Adult _______________________

Cardiac Adult, TEE
Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE ____

Intravascular (Cardiac) _________

______________ Other (Specify) ____ __________________

Peripherl Periperal Vascular _ _ _ 
_ _ _ _

Vessel Ote:Gynecological EE ____ ___________________

E=added under Appendix E
Combination of each operating mode includes: Note 1: RIM, BIPWD, MICD, B/CD/PWD Note 2: B(CWD, B/CD/CWD
Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prsr n Use (Per 21 FR 80 1 09)

Qivision Sign off)

Difiaon of Hadologon Heah

Office at In Vftmo Diegnoetjics and Rmiotoglcai Hlelth

51 /a.1gFl
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Hitachi Atoka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-91 18

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application _________Mode of Opertion

General Specific B M PD CWD Color Comfbined Other

(Track I Oniv (Tracks I & 3) Doppler (Specify) (Specify)

Ophthalmic Ophthalmic ____

Fetal p P P P Notel I___

Abdominal
Intra-operative (Specify)
Intra-operative (Neuro) ____ ____

Laparoscopic
Pediatric

Fetal Imaging Small Organ (Specify) ______

& Other Neonatal Cephalic

Adult Cephalic
Trans-rectal
Trans-vaginal P P P P Note I

Trans-urethral
TEE (non-Cardiac)
Musculo-skeletal (Convent.)
Musculo-skeletal
(Superficial)
Intravascular
Intra-luminal _____ _______

Cardiac Adult ____

Cardiac Adult, TEE
Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE
Intravascular (Cardiac) ____

Other (Specify')- -

Peripheral Periheal Vascular
Vessel Ote:Gynecologia P P P Note I

P- previously cleared by FDA- (K1 10207)
Combination of each operating mode includes: Note 1:/BI, B/1PWD, MICE, B/CD/PWD Note 2: BICWD, BICD/CWD
Other:

(PLEASE DO NOT WRITE BELOW THIS L.INE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Devicc Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Sean M. Boyd -S

DMa Jon of Radobogiws Health
Ofic of In Vim, Diaooosnc and RadoeogW eathln
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND) INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-9120

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
___________Clinical Application Mode of Operation ______

General Specific B M PWD CWD Color Combined Other
(Track I Only) (Tracks I & 3) ____ ____ Doppler (Specify) (Specify)
Ophthalmic Ophthalmic ____ __________ _____ ____

Fetal
Abdominal
Intra-operative (Specify) E E E
Intra-operative (Neuro)
Laparoscopic
Pediatric

Fetal Imaging Small Organ (Specify)
& Other Neonatal Cephalic E E E

Adult Cephalic ____

Trans-rectal
Trans-vaginal
Trans-urethral
TEE (non-Cardiac)
Musculo-skeletal (Convent.)
Musculo-skeletal
(Superficial)
Intravascular
Intra-luminal
Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE
Intravascular (Cardiac)

__________ Other(Speci) I____ )____ _____ _______ ___________

peripheral Peripheral Vascular
Vessel Other: yeooia ________ ____________ ____

E=added under Appendix E
Combination of each operating mode includes: Note 1: B/M, B/PWD, M/CD, B/CDIPWD Note 2: E/CWD, B/CD/CWrD
Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDR-, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 801.109)
Sean M. Boyd -S

(DMan Sign off

ODalco of Radlogca Health

Ofic Of I Vftw Dlagnost Wi Radoloica Haab
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-9130

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application _________Mode of Operation ____

General Specific B M PWD CWD Color Combined Other

(Track I Only) (Tracks I & 3) ____ ____ Doppler (Specify) (Specify

Ophthalmic Ophthalmic- - -

Fetal P P P ____ P NotelI

Abdominal P P P _____ P Note I

Intra-operative (Specify) ________ ____

Intra-operative (Neuro)
Laparoscopic
Pediatric

Fetal Imaging Small Organ (Specify) ___

& Other Neonatal Cephalic ____

Adult Cephalic
Tranis-rectal
Trans-vaginal
Trans-urethral
TEE (non-Cardiac)
Musculo-skeletal (Convent.)
Musculo-skeletal
(Superficial)
Intravascular
Intra- lum in a I_____ _______________ ____

Cardiac Adult
Cardiac Adult, TrE____

Cardiac Cardiac- Neonatal ____

Cardiac Pediatric, TEE ____ __________

Intravseular (Cardiac) ____

______________ Other (Specify) ____ - - -

Peripheral Periphea aclr__________
Vessel Other: Gynecological P P P P Note I

N = new indication; P= previously cleared by FDA- (KI 10201)
Combination of each operating mode includes: Note 1: BfM, B/PWD, M/CD, B/CDIPWD Note 2: B/CWD, BICD/CWD
Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRI-, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 801.109)

Sean M. Boyd -S
Dhfison fR aeioew H

Office Of In Vit Diagnot en a oo~ p

51I
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND ]INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-9132 I & T

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

__________Clinical Application I________ Mode of Operation

General Specific B M PWD CWD Color Combined Other

(Track I Only) (Tracks I & 3) _ __ ___ Doppler (Specify) (Specify)

Ophthalmic Ophthalmic- - --

Fetal ____

Abdominal ____ ______ ___________

Intra-operative (Specify) E E E ______

Intra-operative (Neuro)

Laparoscopic ______

Pediatric ______

Fetal Imaging Small Organ (Specify) ____

& Other Neonatal Cephalic

Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
TEE (non-Cardiac)

Musculo-skeletal (Convent.) ____ ____

Musculo-skeletal
(Superficial) ____

Intravascular
Intra-luminal _____ ____________________

Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE
Intravascular (Cardiac)

Other (Specify) ____

Peripheral Pen he ral Vascular
Vessel Other: Gynecological- - - -

E=added under Appendix E
Combination of each operating mode includes: Note I: 131M, B/PWrD, M/CD, B/CD/P WD Note 2: B/CWVD, B/CDICWD
Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 2I CER 801. 109

Sean M. Boyd %S
-hiso Sign Off)

Division of Raciolo" HoMt

Office of In Vit Dagnostics mid Recloo"c Haab S

51004 )n
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC UJLTRASOLUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-9133

Intended Uise: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application _____ Mode of Operation _____ _____

General Specific B M PWD CWD Color Combined Other
(Track I Only) (Tracks I & 3) ____ Doppler (Specify) (Specify)

Ophthalmic Ophthalmic ____

Fetal
Abdominal
Intra-operative (Specify)* P P P _____ P Note I ____

Intra-operative (Neuro)
Laparoscopic

Pediatric

Fetal Imaging Small Organ (Specify) ____

& Other Neonatal Cephalic P P P P Note I

Adult Cephalic
Trans-rectal
Trans-vaginal

Trans-urethral
TEE (non-Cardiac)
Musculo-skeletal (Convent.)
Musculo-skeletal
(Superficial)
Intravascular

Intra-luminal ____ ____ ______ _____ _____

Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE ____

Intravascular (Cardiac) ____

_______________ Other (Specify) ____ - - -

Peripheral Peripheral Vascular ____

Vessel Other: Gynecological I____ _____________

P- Previously cleared by FDA- (Kl 10207)
Combination of each operating mode includes: Note 1: B/Mv, BIPWD, M/CD, B/CD/PWD Note 2: B/CWD, B/CD/CWD
-Applications: Intra-operative - (liver, pancrea, gall bladder...)
Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRII, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CPR 801.109)

Sean M. Boyd -S

Division atRaioloflHeai
Officeof n VboDiagnogc8 id atbgWMj H



Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-9135P

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation
General Specific B M PWD CWD Color Combined Other
(Track I Only) (Tracks I & 3) ____ ___ Doppler (specify) (Specify
Ophthalmic Ophthalmic ____ ___ __________ _____

Fetal
Abdominal E E E
Intra-operative (Specify).
Intra-operative (Neuro)

Laparoscopic
Pediatric

Fetal Imaging Small Organ (Specify)
& Other Neonatal Cephalic ____

Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
TEE (non-Cardiac)
Musculo-skeletal (Convent.)
Musculo-skeletal
(Superficial)

Intravascular
Intra-luininal __________________________

Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac- Neonatal
Cardiac Pediatric, TEE
Intravascular (Cardiac)

_______________ Other (Specify) ____ ________ ______ ______

Peiperal Peripheral Vascular _________ ______________

FVessel,,' Other; Gynecological _______________________

E=added under Appendix E
Conmbination of each, operating mode includes: Note 1: B/M, B/PWD, MICD, B/CD/PWD Note 2: BICWD, B/CDICWD
Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 801.109)

Sean M. Boyd -S

Division of Radological Halth

Office of In Vlt Diagnostics and Ratlca Halth

A A



Hitachi Atoka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC UILTRASOUJND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-9146 I&T

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

__________ClinicalI Application Mode of Operation ____

Genera Specific B M PWD CWD Color Combined Other

(Track I Only) (Tracks 1 & 3) _____ Doppler (specify) (Specify)

Optali Ophthalmic- - -

Fetal

Abdominal
Intra-operative (Specify) P P P P Note I

Intra-operative (Neuro)

Lap aros op ic
Pediatric

Fetal Imaging Small Organ (Specify)
& Other Neonatal Cephalic ___

Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
TEE (non-Cardiac) ____

Musculo-skeletal (Convent.)
Musculo-skeletal
(Superficial)
Intravascular

Intra-luminal _____ ____________________

Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE
Intravascular (Cardiac)

Other (Specify)- - -

Peripheral Periheal Vascular ___ ______

Vessel Ote:Gynecological ____ -

P= previously cleared by FDA- (KIl0207)
Combination of each operating mode includes: Note 1: B/M, B/PWrD, M/CD. BICDIPWD, Note 2: fl/C WD, B/CO/CWD
Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Sean M. Boyd -S
(Divilsion Sign Off)

Di vision of Radlolcgtal Healthi

Office of in Vfto Oloetlc and Rsiiolo0kxi HM
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Hlitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-9147

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as foilows:
__________Clinical Application ___ Mode of Operation ____

General Specific B M PWD CWD Color Combined Other
(Track I Only) (Tracks I & 3) _____ _________ Doppler (specify) I(Specify)

Ophthalmic Ophthalmic ____ __________ _____ ____

Fetal P P P P NotelI

Abdominal P P P P Note I ____

Intra-operative (Specify)
Intra-operative (Neuro) ____

Laparoscopic ____

Pediatric
Fetal Imaging Small Organ (Specify)
& Other Neonatal Cephalic

Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
TEE (non-Cardiac)

Musculo-skeletal (Convent.)
Musculo-skeletal
(Superficial)
Intravascular
Intra-luminal _____

Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac- Neonatal
Cardiac Pediatric, TEE
Intravascular (Cardiac), . ____

______________ Other (Speiy ____ ____ ______ ___________

Peripheral P eri ph ce VasculIar
Vessel Other: Gynecological P P P ____ P Note I
P= previously cleared by FDA- (KI 10207)
Combination of each operating mode includes: Note 1: RIM, B/PWD, MICD, B/CD/PWD Note 2: RICWD, R/CD/CWD
Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)I
Concurree of CDRI-, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)
Sean M. Boyd -S

(Dinskn Sign off)
Divsion of Radioogcd Heft

Jite of in vitro ulagnos~rm aW fpn~gj How

51Ol Imzq,
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ilitachi Atoka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-52105

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

__________Clinic al Application Mode of Operation ____

General Specific B M PWD CWD Color Combined Other

Ophithalmic Ophrthalmic ____ _____

Fetal

lntra-operative (Specify

Intra-operative (Neuro)
Laparoscopic

Pediatric _____

Fetal Small Organ (Specify)
Imaging & Neonatal Cephalic

Other Adult Cephalic

Trans-rectal

Trans-vaginal
Trans-urethral _____

TEE (non-Cardiac) ______ ____

Musculo-skeletal (Convent.)

Musculo-skeletal
(Superficial)
Intravascular
Intra-luminal ____ ____ ______ ______

Cardiac Adult P P P P P NotelI& 2

Cardiac Adult, TEE
* Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE
Intravascular (Cardiac)

Other (Specitfy) ____ - -

Peripheral PeripherlVsua ____

Vessel Other: Gynecological ____ - -

P= previously cleared by FDA- (K110207)
Combination of each operating mode includes: Note 1: B/M, B/PWD, MICD, B/CD/PWD Note 2: B/CWD, B/CDICW;D
Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONT[NUJE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 801. 109)

Sean M. Boyd -S
(OIVIlon Sign oft)

OMslon of Redbob"csH

OOfI t l Oroow mid Radloloe Njob



Hitachi Atoka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-52110OS

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Clinical Application _____ ____Mode of Operation _____ _____

General Specific B M PWD CWD Color Combined Other
(Track I Only) (Tracks I & 3) ____ ____ Doppler (Specify) (Specify)
0phthalmic Ophthalmic ____ _____ ____

Fetal
Abdominal
Intra-operative (Specify)
Intra-operative (Neuro)
Laparoscopic
Pediatric

Fetal Imaging Small Organ (Specify)
& Other Neonatal Cephalic ____ _____ ____

Adult Cephalic ____ _____ _____

Trans-rectal
Trans-vaginal
Trans-urethral
TEE (non-Cardiac)

Musculo-skeletall (Convent.)
Musculo-skeletal
(Superficial)
Intravascular
Intra-luminal
Cardiac Adult

Cardiac Adult, TEE
Cardiac Cardiac- Neonatal N N N

Cardiac Pediatric, TEE __________

Intravascular (Cardiac)

_______________ Other (Specify) ____ ____ ____________ _____

Peripheral Peripheral Vascular
Vessel Other: Gynecological ____ ____ ____________ _____

N = new indication
Combination of each operating mode includes: Note 1: ElM, B/PW;D, MICD, B/CD/PWD Note 2: B/C WD, BICD/CWD
Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH-, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801109

,Sean M. Bod-S
(Divison Sign oft)

Diviton of Radiodoglc Hsefff

Office ofn friWi Diagnostic and Ratloglca la
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-52120S

Intended Use: Diagnostic ultrasound imaging or fluid flow anal, sis of the human hody as follows:

I Specifitra-clererative S eci

Intra-operative Teuro)

Laparoscopic
Pediatric

Fetal Imaging Small Or an (Specify
& Other Neonatal Cephalic

Adult Cephalic
Trans-rectal

Trans-vaginal
Trans-urethral
TEE (non-Cardiac)

Musculo-skeletal (Convent.)

Musculo-skeletal
(Superficial)
Intravascular
Intra-lunlinal
Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac- Neonatal E E E EE Note I & 2

Cardiac Pediatric E E E E Note 1 & 2

Intravascular (Cardiac)

other (Speci&V) _____

FPeripheral 
Penipheral Vascular

Vessel Other Gynecological

N = new indication
Combination of each operating mode includes: Note 1: BIM, B/PWD, MICD, B/CD/PWAD Note 2: B/CWD, B/CD/CWD

Other: (PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 88 .I9

1-msiron of Radldolcs Heeft

stihcv o, In qitr ianciatics and Rallologlad Neitt
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-52114P

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Clinical Application Mode of Operation

General Specific B M PWD CWD Color Combined Other
(Track 1 Only) (Tracks I & 3) ____ _______ Doppler (Specify) (Specify)
Ophthalmic Ophthalmic ____ ___ ___ __________ _____ ____

Fetal
Abdominal

Intra-operative (Specify)
Intra-operative N N N
(Neurosurgery)
Laparoscopic

Fetal Imaging Pediatric
& Other Small Organ (Specify)

Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal

Trans-urethral
TEE (non-Cardiac)
Musculo-skeletal (Convent.)
Musculo-skeletal
(Superficial)
Intravascular
Intra-luminal
Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE
Intravascular (Cardiac)

_______________ Other_(Specify) _____________________________

Peripheral Periphral Vascular
Vessel Othr Gynecological _____________________________

N = new indication
Combination of each operating mode includes: Note 1: E/M, E/PWD, M/CD, B/CD/PWTD Note 2: B/CWD, B/CD/CWD
Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRHI, Office of Device Evaluation (ODE)

PectUe (Per 21 (FR 801.109)
reoena n M. Boyd -S

(DaI~son Sgn OMf

Division Of RAdlolol Heaf

Ofie of In Vftm Diagnosts anld Radboloua Hedit
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USEFORM

System: Prosound F75
Transducer: UST-5211l9S

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

___________Clinical Application Mode of Operaton ______

General Specific B M PWD CWD Color Combined Other

(Track I Only) (Tracks I & 3) ____ ___ Doppler (Specify) (Specify)

Optali Ophthalmic ____

Fetal
Abdominal _________

lntra-operative (Specify

Intra-operative (Neuro) ________ ____

Laparoscopic
Pediatric

Fetal Imaging Small Or an (S eelfy
& Other Neonatal Cephalic ________

Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
TEE (non-Cardiac)

Musculo-skeletal (Convent.)
Musculo-skeletal
(Superfcial)
Intravascular _____

Cardiac Cardiac- Neonatal ____

Cardiac Pediatric, TEE N N N N Note 1, 2, 3

______________ Other (Specify') __________________

Peripheral Peripheral Vascular _________

Vessel Other: Gynecological ____ - --

N = new indication
Combination of each operating mode includes: Note 1: BIM, B/PWD, MICD, B/CD/PWD Note 2: B/CWD, B/CDICWD
Note 3: Cardiac, Pediatric cleared by FDA- (1(1 10287)
Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRR, Office of Device Evaluation (ODE)

Prescription Use Per 21 CFR 801.109)

SeanBoyd -S
(Diision Sign OMf

Division of Radloloic Healt

'Jflm ot In Vttro Diagnostics arid RmfblcgWu Neft)

5lO/d /493yt



Hitachi Aloka Medical, Ltd. Model; Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUJND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-52l21S

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

___________ClinicalI Application ____ Mode of Opertion

General Speciffic B M PWD CWD Color Combined O6ther

(Track I =Only) (Tracks I & 3) D -)P -- D plr (Specify) (Specify)

Ophthalmic Ophthalmic ______

Fetal
Abdominal
Intra-operative (Specify
Intra-operative
(Neurosurgery))
Laparoscopic

Fetal Imaging Pediatric
& Other Small Organ (Specify) ____

Neonatal Cephalic ___

Adult Cephalic
Trans-rectal
Tranrs-vaginal
Trans-urethral
TEE (non-Cardiac)
Musculo-skeletal (Convent.)
Musculo-skeictal
(Superficial)
Intravascular

-Intra-lumninal 
_______

Cardiac Adult _______

Cardiac Adult, TEE
Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE N N N N N Note 1,2,3

Intravascular (Cardiac)

I Other (Specify) ______

Peripheral Peripheral Vascular ____

Vessel Other Gynecological- - -

N =new indication
Combination oreach operating mode includes: Note 1: BIM, B/PWD, MICD, 8/CD/PWD Note 2: B/CWD. B/CDICWD

Note 3: Cardiac, Pediatric cleared by FDA - (KI 10287)
Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINU E ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRI-, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Sean M. Boyd -S
(Division Sign Oft)

Division f Rtaddoogla Healt

Office of In Vitro Diagnostics; and Rmaloogi" Hashu

610(k

7A



Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-52I24

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
___________Clinical Application ____ Mode of Operation

General Specific B M PWD CWD Color Combined Other
(Track I Only) (Tracks I & 3) ____ ____ Doppler (Specify) (Specify

Ophthalmi Ophthalmic
C

Fetal
Abdominal
Intra-operative (Specify')
Intra-operative (Neuro)
Laparoscopic
Pediatric

Fetal Imaging Small Organ (Specify)
& Other Neonatal Cephalic P P P p P Note 1, 2

Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
TEE (non-Cardiac)
Musculo-skeletal (Convent.)
Musculo-skeletal
(Superficial)
Intravascular

Intra-luminal
Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac- Neonatal P P P P P Note 1, 2
Cardiac-Pediatric N N N N N Note 1, 2 ____

Cardiac Pediatric, TEE ____

Intravascular (Cardiac) _____

_______________ Other (Specify) _____________________________

Peripheral Peripheral Vascular
Vessel Other: Gynecological

N = new indication; P= previously cleared by FDA- (KI 10207)
Combination of each operating mode includes: Note 1: B/M, BIPWD, M/CD, B/CD/PWD Note 2: BICWD, B/CD/CWD
Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 801.109)
Sean4 8W1BY4- S

Division of Radiogical Health

Office ot In Vito Diagnoscsfc arid Raftloaj Helt

510(IQ_________
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: GF-UE160 ALS

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

___________Clinical Application _____ Mode of Operation

General Specific B M PWD CWD Color Combined Other
(Track 1 Only) (Tracks I & 3) ____ ____ Doppler (Specify) (Specify

0phthalmic Ophthalmic ____

Fetal
Abdominal P P P _____ P Note I

Intra-operative (Specify) P P P _____ P Note I

Intra-operative (Neuro) ____ ___ _________

Laparoscopic
Pediatric
Small Organ (Specify)

Fetal Imaging Neonatal Cephalic ____

& Other Adult Cephalic

Trans-rectal
Trans-vaginal
Trans-urethral
TEE (non-Cardiac) P P P P Note I

Musculo-skeletal (Convent.)
Musculo-skeletal
(Superficial)
Intravascular
Intra-lumninal
Others (Specify) Note 2 P P P _____ P Note -I

Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE
Intravascular (Cardiac) ____

Other (Speci~' I______

Peripheral Periphera Vatscular _______________

Vessel Other: Gynecological ____ - -

N = new indication; P= previously cleared by FDA via KC051541; E=added under Appendix E
Combination of each operating mode includes: Note 1: BlM, BIPWD. M/CD, B/ClI/PWAD Note 2:
Specification for "Other" Airways, Tracheobronchial tree, Gastrointestinal Tract and Surrounding

Other;(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801! 109)

Sean M. Boyd -S
(Division Sign Oft)

Division of Radtloogc H-ealth

Offic of In Vit Ciagnostic anl d alolghc Math
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND IND)ICATIONS FOR USE FORM

System: Olympus Endoscope for use with Aloka Ultrasound System
Transducer: GF-UCT18O

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application _________Mode of Operation _____

General Specific B M PWD CWD Color Combined Other

(Track I Only) (Tracks I & 3) ____ Doppler (Specify) (Specify)

Ophthalmic Ophthalmic ____

Fetal
AbdominalI P P P _____ PNote 1

Intrai-operative (Specify) ____________________

Intra-operative (Neuro) ____ ____

Laparoscopic
Pediatric

Feta Imaing Small Organ (Specify)

Fetlmain Neonatal Cephalic ____

Adult Cephalic ____________ ____

Trans-rectall
Trans-vaginal
Trans-urethral 

NtI
TEE (non-Cardiac) p P P PNt
Musculo-skeletal (Convent.)
Musculo-skeletal
(Superficial) _____

Intravascular _______________

Intra-luminal
Others (Specify) Note 2 P P P P Note I

Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE

Intravascular (Cardiac) _____

______________ Other (Specify) - - -______

Peripheral eripheral Vascular _________

Vessel Other: Gynecological ______

N = new indication; P= preyiously cleared by FDA K093395; E=added under Appendix E
Combination of each operating mode includes: Note 1: R/M, B/PWD, M/CD, B/CDIPWD
Note 2: Specification for 'Other" Gastrointestinal Tract and Surrounding Organs
Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUEM ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRHT, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Sean M. Boyd -S

(l)ivision Sign Off)

of\sl H J -adiologlcEi Hilet

bOICuOify V1u uuagnosticsandR ilo10"Stdg

S1 0(k _ _ _
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Olympus Endoscone for use with Aloka Ultrasound System
Transducer: BF-UC18OF

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
__________Clinical Application Mode of Operation

General Specific B M PWD CWD Color Combined Other
(Track I (Tracks I & 3) Doppler (Specify) (Specify)

Only) _____________ ________ _____ _________

0phthalmic Ophthalmic ____________ _____ _____ ____

Fetal
Abdominal
Intrat-operative (Specily) _________ ________________

Intra-operative (Neuro)
Laparoscopic
Pediatric
Small Organ (Specify)

Fetal Imaging Neonatal Cephalic
& Other -Adult Cephalic

Trans-rectal
Trans-vaginal
Trans-urethral
TEE (non-Cardiac) P P P P Note I
Musculo-skeletal (Convent.)
Musculo-skeletal
(Superficial)
Intravascular
Intra-luininal

__________ Others (Specify) Note 2 P P P _____ P Note I

Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE
Intravascular_(Cardiac) ____ ___ _____________________

_______________ Other_(Specify) _____________________________

Peripheral Peripheral Vascular
Vessel I Other: Gynecological ____ _______________ ______ _____

N = new indication; P= previously cleared by FDA 1K070983; E~"added under Appendix E
Combination of each operating mode includes: Note I: B/vI, E/PWD, B/CDIPWD;
Note 2: Specification for "Other" Airways, Tracheobronchial free
Other:

(PLEASE DO NOT WRITE BlELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 801.109)

Sean M. Boyd -5
4tjavislon Sign ORl)

t0lvISboi of Radtbologial Health
,Jflice of In Vit Diagnostc and Rallologlos Hath
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Olympus Endloscone for use with Aloka Ultrasound System
Transducer: TGF-UCISOJ

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation
General Specific B M PWD CWD Color Combined Other
(Track I Only) (Tracks I & 3) D____ Dppler (Specify) (Specify)

Ophthalmic Ophthalmic ____ ___ __________ _____

Fetal
Abdominal P P P P Note I ___

Intra-operative (Specify)
Intra-operative Neuro)
Laparoscopic
Pediatric

Feta Imaing Small Organ (Specify)
Feta Imaing Neonatal Cephalic

& Other Adult Cephalic

Trans-rectal
Trans-vaginal
Trans-urethral
TEE (non-Cardiac) P P PP Note I

Musculo-skeletal (Convent.)
Musculo-skeletal
(Superficial)
Intravascular
Intra-luminal

__________ Other (Specify) Note 2 P P P _____ P Note I

Cardiac Adult
Cardiac Adult, TEE ____ ___

Cardiac Cardiac- Neonatal
Cardiac Pediatric, TEE ____ ___

Intravascular (Cardiac) ________ _____

Other (Specify,) ____ - -

Peripheral Peripheral Vascular ___ ______

Vessel Other: Gynecological __________________

N = new indication; P= previously cleared by FDA 1(093395; E=added under Appendix E
Combination of each operating mode includes: Note 1: 131M, B/PWD, M/CD. B/CD/PWrD
Note 2: Specification for 'Other" Gastrointestinal Tract and Surrounding Organs
Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRI-, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801. 109)

Sean M. Boyd -S
(i "vision Sign Off)

)IVISforP Of Rafodogics Health.

OffiCe ot In Vitro DiagnostiCS arid Radbblelill HM

51* 1 3  A,

070


